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DETAILED ACTION 

Claims 1-26 are pending in application 
Information Disclosure Statement 
The information disclosure statement filed complies with the provisions of 37 CFR 1.97, 1.98 
and MPEP § 609. It has been placed in the application file and the information referred to 
therein has been considered as to the merits. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in this 
country, more than one year prior to the date of application for patent in the United States. 

Claims 1-5 and 8-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Schmidl 
(US 5,438,042). 

In claim 1 , applicant claims a solid composition comprising a dry mixture of at least one 
carbohydrate and an amino acid or amino acid salt, wherein the ratio of the total carbohydrate to 
amino acid is about 1.5:1 w/w to about 20:1 w/w. Schmidl et al. disclose applicant's solid 
composition wherein 65 to 85% is carbohydrates and 14 to 30% by weight is glutamine (see 
abstract). This means that the total carbohydrate to amino acid is about 6:1 when the percent of 
carbohydrate to glutamine (amino acid) is 85% to 14%) (see abstract). Claim 2 which is drawn 
to the composition of claim 1, wherein the amino acid has a solubility of less than about 5 grams 
per 100 milliters of water at 22-25 °C, is also anticipated by Schmidl et al., since Schmidl et aFs 
composition which contains the same ingredients in the same proportion by weight (total 
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carbohydrate to amino acid) should inherently have the same solubility at said temperature range. 
Dependent claims 3-5, which are drawn to specific amino acids and carbohydrates are also 
anticipated by Schmidl et al., since Schmidl et al, composition also contains glutamine (L- 
glutamine) and the carbohydrate (maltodextrin) (see abstract, and example 1, col. 9, line 12 to 
col. 10, line 55, see also claim 1). Claim 8, which is drawn a composition of claim, containing 
specific % w/w glutamine and carbohydrate, are also anticipated by Schmidl et al. since in 
Schmidl et al.'s composition the total carbohydrate to amino acid is about 6:1 when the percent 
of carbohydrate to glutamine (amino acid) is 85% to 14%) (see abstract). In claim 9, applicant 
claims a solid composition comprising a dry mixture of at least one carbohydrate and glutamine, 
wherein the concentration of glutamine is about 5-15% w/w and the concentration of 
carbohydrate is about 30-50% w/w. Schmidl et al. disclose applicant's solid composition 
wherein 65 to 85% is carbohydrates and 14 to 30% by weight is glutamine (see abstract). This 
means that the total carbohydrate to amino acid is about 6:1 when the percent of carbohydrate to 
glutamine (amino acid) is 85% to 14%) (see abstract). Claims 10 and 1 1, which are drawn to a 
composition of claim 9, containing specific amino acids and carbohydrates are also anticipated 
by Schmidl et al., since Schmidl et al., composition also contains glutamine (L-glutamine) and 
the carbohydrate (maltodextrin) (see abstract, and example 1, col. 9, line 12 to col. 10, line 55, 
see also claim 1). 

Claims 1-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over Skubitz et al. 
(US 5,438,075). 

In claim 1 applicant claims "A solid composition comprising a dry mixture of at least one 
carbohydrate and an amino acid or amino acid salt, wherein the ratio of the total carbohydrate to 
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amino acid is about 1.5:1 w/w to about 20:1 w/w. Dependent claims 3-8 are drawn to said 
composition containing the amino acid glutamine (L-glutamine), specific carbohydrates 
including sucrose and sorbitol, and specific % w/w concentrations of glutamine to total 
carbohydrate. 

Skubitz et al. disclose a composition for treating mucositis comprising L-glutamine, 
sucrose, glycerin, sorbitol, citric acid, Na 3 P04, cellulose and carboxymethylcellulose, 
carrageenan, and xanthum gum (see col.5, lines 3-16). 

The difference between applicant's claimed composition and the composition of Skubitz 
et al. is that Skubitz et al. composition is in an aqueous suspension form, and Skubitz et al. do 
not disclose the exact ratio by weight percent carbohydrate to L-glutamine. However, Skubitz et 
al. disclose that other carriers (i.e other than water), flavoring enhancers, gums and suspending 
agents can be used (col. 5, lines 3-16), and the weight percent carbohydrate to L-glutamine used 
dependents on factors like the severity of the disease or condition and age or weight of the 
patient treated (col. 5, lines 3-16). In fact, it should be noted that Skubitz et al.'s composition 
must have been prepared in solid form before the water was added to produce the suspension. 
Furthermore, Skubitz et al. disclose that their composition can be formulated or supplied orally 
or topically in forms that includes as a paste, gel, foam or ointment form (col.7, lines 55 to 68). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to have prepared Skubitz et al.'s composition to treat mucositis and to use 
any form of the composition that contains different ratios of the same ingredients disclosed by 
Skubitz et al., depending on need such as the severity of the disease or condition and the age or 
weight of the patient treated. 



Application/Control Number: 10/796,261 Page 5 

Art Unit: 1623 

One having ordinary skill in the art would have been motivated, to have prepared Skubitz 
et al.'s composition to treat mucositis and to use any form of the composition that contains 
different ratios of the same ingredients disclosed by Skubitz et al., depending on need such as the 
severity of the disease or condition and the age or weight of the patient treated. 

In claim 9, applicant claims a solid composition comprising a dry mixture of at least one 
carbohydrate and glutamine, wherein the concentration of glutamine is about 5-15% w/w and the 
concentration of carbohydrate is about 30-50% w/w. Dependent claims 10-12 are drawn to said 
composition, containing specific amino acids and carbohydrates. Claim 13 is drawn to a 
composition of claim 9 further comprising glycerin. Claim 14 is drawn the composition of claim 
13 further comprising xanthum gum, carrageenan or a combination thereof. Claim 15 is drawn to 
a composition of claim 14 further comprising sodium phosphate, artifical flavors 

Skubitz et al. disclose a composition for treating mucositis comprising L-glutamine, 
sucrose, glycerin, sorbitol, citric acid, Na3P04, cellulose and carboxymethylcellulose, 
carrageenan, and xanthum gum (see col.5, lines 3-16). 

The difference between applicant's claimed composition and the composition of Skubitz 
et al. is that Skubitz et al. composition is in an aqueous suspension form, and Skubitz et al. do 
not disclose the exact ratio by weight percent carbohydrate to L-glutamine. However, Skubitz et 
al. disclose that other carriers (i.e other than water), flavoring enhancers, gums and suspending 
agents can be used (col. 5, lines 3-16), and the weight percent carbohydrate to L-glutamine used 
dependents on factors like the severity of the disease or condition and age or weight of the 
patient treated (col. 5, lines 3-16). In fact, it should be noted that Skubitz et al. composition must 
have been prepared in solid form before the water was added to produce the suspension. 
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Furthermore, Skubitz et al. disclose that their composition can be formulated or supplied orally 
or topically in forms that includes as a paste, gel, foam or ointment form (coL7, lines 55 to 68). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to have prepared Skubitz et al.'s composition to treat mucositis and to use 
any form of the composition that contains different ratios of the same ingredients disclosed by 
Skubitz et al., depending on need such as the severity of the disease or condition and the age or 
weight of the patient treated. 

One having ordinary skill in the art would have been motivated, to have prepared Skubitz 
et al.'s composition to treat mucositis and to use any form of the composition that contains 
different ratios of the same ingredients disclosed by Skubitz et al., depending on need such as the 
severity of the disease or condition and the age or weight of the patient treated. 

In claim 16, applicant claims "A solid composition consisting essentially of a dry mixture 
of about 5- 15% w/w glutamine; about 30-50 w/w% carbohydrate, an effective amount of buffer 
or buffering agent; and. about 1-5% w/w modified cellulose." Claims 17-26 which are further 
limitation, are drawn compositions containing specific amino acids glutamine (L-glutamine), 
specific carbohydtates, specific buffering agent (anhydrous monobasic sodium phosphate), 
glycerin, specific peservatives, stabilizers, flavoring, emulsifying agents and defoamant. 

The difference between applicant's claimed composition and the composition of Skubitz 
et al. is that Skubitz et al. composition is in an aqueous suspension form, and Skubitz et al. do 
not disclose the exact ratio by weight percent carbohydrate to L-glutamine. However, Skubitz et 
al. disclose that other carriers (i.e other than water), flavoring enhancers, gums and suspending 
agents can be used (col. 5, lines 3-16), and the weight percent carbohydrate to L-glutamine used 
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dependents on factors like the severity of the disease or condition and age or weight of the 
patient treated (col. 5, lines 3-16). In fact, it should be noted that Skubitz et al. composition must 
have been prepared in solid form before the water was added to produce the suspension. 
Furthermore, Skubitz et al. disclose that their composition can be formulated or supplied orally 
or topically in forms that includes as a paste, gel, foam or ointment form (col.7, lines 55 to 68). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to have prepared Skubitz et al.'s composition to treat mucositis and to use 
any form of the composition that contains different ratios of the same ingredients disclosed by 
Skubitz et al., depending on need such as the severity of the disease or condition and the age or 
weight of the patient treated. 

One having ordinary skill in the art would have been motivated, to have prepared Skubitz 
et al.'s composition to treat mucositis and to use any form of the composition that contains 
different ratios of the same ingredients disclosed by Skubitz et al., depending on need such as the 
severity of the disease or condition and the age or weight of the patient treated. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8:30 am to 5:00 pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, James O. Wilson can be 
reached on 571-272-0661 . The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703 308-1235. 




MCH 

January 7, 2004. 



SUP! 



JAMES 0. WILSON 
MSOW PATENT EXAMINER 
)GY CENTER 1600 



